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NOTICE OF FINAL DETERMINATION 

A determination has been made that U.S. Patent No. 5,951,974, which claims the human 
biological product PEG-Mron® (pegmterferon-alfa-2b) and a meS of K?of sdZroduct is 
t^tt^ST™^ 3 ™ 3 * § 156 ' ThepenodofextensioTtt 1 ' 18 

A single request for reconsideration of this final determination as to the length of extension of the 

«LSlS El -f R !• L1 36(a) are not applicable to this time period. In the absence of such 
P Xd I of 43Tdays ^ t0r iSSUC * oeitificate ° f extensi ^ se^for T 

The period of extension has been calculated using the Food and Drug A<iministration (FDA) 

Period of Extension = y 2 (Testing Phase) + Approval Phase 

= Vi (877 - 777) + 394 
= 444 days 

?w^If^ la !ffi evie r S™ 1 b ? gan M y 30 > 1997 > before ^ Patent issue date 

(September 14, 1999), only that portion of the regulatory review penod occurring after the date the 

^7flwft C, ^^ ,,w determination of me length o^eSion^riod 

terr^u 1 ^ 

The 14 year limit of 35 U.S.C. § 156(c)(3) operates to limit the term of the extension in the 
SSSff^ 0 !^?^ b6CaUSe * P wvid ^ ^ me P eriod remaining X Soft patent 

exceea iourteen years. The penod of extension calculated above, 444 days would extend the 
patent from November 10, 2013 (35 U.S.C. § 154) to January 28 2m 5^cT^be^S the 1 4 
year hmit (the approval date is January 19, 2001, wus the L4year m^t isJ^ua™ 1 9 201 -fL 

ESSfi!^^ l9 l 2015 > by opSo^f 35 US^ 

Accordingly the period of extension is the number of days to extend the term of the natent from it* 

original expiration date, November 10, 2013, to and mcluding jS5S^972015. or 435^ 



U.S. Patent No. 5,951,974 

The limitations of 35 U.S.C. § 156(g)(6) do not operate to further limit the period of extension 
determined above. 

Upon issuance of the certificate of extension, the following information will be published in the 
Official Gazette: 

U.S. Patent No.: 5,951,974 

Granted: September 14, 1999 

Original Expiration Date: November 1 0, 20 1 3 

Applicant: Carl W. Gilbert, et al. 

Owner of Record: ENZON, INC. 

Title: INTERFERON POLYMER CONJUGATES 

Classification: 428/85.7 

Product Trade Name: PEG-Intron® (peginterferon-alfa-2b) 

Term Extended: 435 days 

Expiration of Extension: January 1 9, 20 1 5 

Any correspondence with respect to this matter should be addressed as follows: 

By mail: Mail Stop Patent Ext. By FAX: (571) 273-7744 

Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450. 

Telephone inquiries related to this determination should be directed to the undersigned at (571) 
272-7744. 



Karin L. Ferriter 



Senior Legal Advisor 
Office of Patent Legal Administration 
Office of the Deputy Commissioner 
for Patent Examination Policy 



cc: Office of Regulatory Policy 
HFD-13 

5600 Fishers Lane, 
Rockville,MD 20857 

Attention: Claudia Grillo 



RE: PEG-Intron® (peginterferon-alfa-2b) 
Docket No.:01E-0366 



